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DRAFT for Discussion Purposes 10/618.977 

Amendments to the Claims: 

This listing of claims will replace ail prior versions, and listings, of 
claims In the application: fic:r-,:rr- 

Listing Of Claims: ^ ^ 2S0S 

Please cancel claims 1-9. 

10. (Currently amended). A coated medical device comprising: 

an inflatable balloon having a base material lay e r , and a balloon 
bioactive material layef posited on said base materiaMayef. 

11- (Currently amended). The coated matorio l medical device according to 
claim 10, further comprising an implantable stent including a stent base material 
layer and a stent bioactive material l ayor posited thereon on the stent base 
material layer , wherein said stent is disposed around said balloon. 



12. (Currently amended). The coated medical device according to claim 10, 
wherein the balloon bioactive material JayeF posited on the otont and the balloon 
base material oompris es a is_lipophilic bioactivo matoriol i oyor . 



13. (Currently amended). The coated medical device according to claim 4© 11, 
wherein the balloon bioactive material l ay e r on said balloon compricos a is 
lipophilic mat e rial l ay e f and extends beyond the ends of the stent disposed 
around said balloon. 



14. (Currently amended). The medical device according to daim + 11, wherein 
the lay e r of bas e mat e ria l of tho Gtructuro stent base material laver comprises at 
least one of: stainless steel, tantalum, titanium, nitinol, gold, platinum* inconel; 
Iridium, silver, tungsten, or another biocompatible metal, or alloys of any of these; 
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carbon or carbon fiben cellulose acetate, cellulose nitrate, silicone, polyethylene 
terephthalate. polyurethane, pclyamide, polyester, polyorthoester, polyanhydride, 
polyether sulfone, polycarbonate, polypropylene, high molecular weight poly- 
ethylene, polytetrafluoroethylene, or another biocompatible polymeric material, or 
mixtures or copolymers of these; polylactic acid, polyglycolic acid or copolymers 
thereof, a polyanhydride, polycaprolactone, polyhydroxybutyrate valerate or 
another biodegradable polymer, or mixtures or copolymers of these; a protein, an 
extracellular matrix component, collagen, fibrin or another biologic agent; or a 
suitable mixture of any of these. 

Please cancel claim 15. 

16. (Currently amended). The medical device according to claim 10, wherein 
the base material layer comprises at least one of: stain le ss ste el , t a nta l um, 
t i tan i um, nitinol, gold, p l atinum, Incono l , iridium, silv e r, tungst e n, or anoth e r 
b i oGompatib l o metal, or a ll oys of any of thos e ; oartx^n or carbon f i b e r; o e l i ule e e 
ooototo, Go l luloco n i trato. clllcono . irradiated polvethvlene, polyethylene tere- 
phthalate, polyurethane, polyamide, polyester, polyorthoester, polyanhydride, 
polyether sulfone, polycarbonate, polypropylene, high molecular weight poly-- 
ethylene, polytetrafluoroethylene, or another biocompatible polymeric material, or 
mixtures or copolymers of these; polylactic acid, polyglycolic acid or copolymers 
thereof, a polyanhydride, polycaprolactone, polyhydroxybutyrate valerate or 
another biodegradable polymer, PEBAX, nvlon or mixtures or copolymers of 
thes e; a protoint an oxtraoo ll ulor matrix compon e nt, oollagen, fibrin - er another 
biologic agonti or - ^^u i tab l o mixture of any of those . 

Please cancel claims 1 7-1 8. 

19. (Currently amended). The coated medical device according to claim 10, 
wherein the balloon bioactive material iayef comprises at least one of: paclitaxel, 
a taxane or other paclitaxel analogue; estrogen or estrogen derivatives; heparin 



ATTORNEY-CLIENT PRIVILEGED COMMUNICATION 
DRAFT for Discussion Purposes 



Bates et al. 
10/618.977 



3 



900"d 6ZZ.Z# 



30 1 J JO XNaiVd dflOHO ^OOO 



6^060CeZX8 8€-"&T 9002*S0'XOO 



9O-Z0:(sMNOUWinai6»060£EZ»:aiS3.00miZ:SW^ 



or another thrombin inhibitor, himdin, himlog, argatroban, D-phenylalanyl-L-poly- 
L-arginyl chloromethyl ketone, or another antrthrombogenic agent, or mixtures 
thereof; urokinase, streptokinase, a tissue plasminogen activator, or another 
thrombolytic agent, or mixtures thereof; a fibrinolytic agent; a vasospasm 
inhibitor; a calcium channel blocker, a nitrate, nitric oxide, a nitric oxide promoter 
or another vasodilator; an antimicrobial agent or antibkDtic; aspirin, ticlopdine or 
another antiplatelet agent; vascular endothelial growth factor (VEGF) or 
analogues thereof; colchicine or another antimitotic, or another microtubule 
inhibitor; cytochalasin or another actin inhibitor; a remodeling inhibiton deoxy- 
ribonucleic acid, an antisense nucleotide or another agent for molecular genetic 
intervention; a cell cyde inhibitor (such as the protein product of the 
retinoblastoma tumor suppressor gene, or analogues thereof); 6P llb/llla. GP lb- 
IX or another inhibitor or surface glycoprotein receptor; methotrexate or another 
antimetabolite or antiproliferative agent; an anti-cancer chemotherapeutic agent; 
dexamethasone, dexamethasone sodium phosphate, dexamethasone acetate or 
another dexamethasone derivative, or another anti-inflammatory steroid; 
prostaglandin, prostacyclin or analogues thereof; an immunosuppressive agent 
(such as cyclosporine or rapamydn); an antibiotic (such as streptomycin), 
erythromycin or vancomycin; dopamine, bromocriptine mesylate, pergolide 
mesylate or another dopamine agonist; ^Co, ^^^Ir, ^^P, ^^^In, ^"^c or 
another radlotherapeutic agent; todlne-oontalning compounds, barium-containing 
compounds, gold, tantalum, platinum, tungsten or another heavy metal 
functioning as a radiopaque agent; a peptide, a protein, an enzyme, an 
extracellular matrix component, a cellular component or another biologic agent; 
captopril. enalapril or another angiotensin converting enzyme (ACE) inhibiton 
ascorbic acid, alphatocopherol, superoxide dismutase, deferoxyamine, a 21- 
aminosteroid (lasaroid) or another free radical scavenger, iron chelator or 
antioxidant; angiopeptin; a ^*C-, ^H-, ^^^1-, ^P- or ^S-radiolabelled fomn or other 
radiolabeled form of any of the foregoing; or a mixture of any of these. 

Please cancel claim 20. 
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Please enter the following new claims: 

21. (New). The coated medical device of claim 10, further comprising a layer 
comprising a hydrophilic material posited between the base material and the 
bioactive material. 

22. (New). The coated medical device of claim 21 , where the layer comprising 
the hydrophilic material is a slip coating layer. 

23. (New). The coated medical device of claim 1 0, where the balloon bioactive 
material is lipophilic and comprises paclitaxel, and where the coated medical 
device further comprises a hydrophilic material posited between the base 
material and the balloon bioactive material. 

24. (New). A coated medical device comprising: 

an inflatable balloon having an expandable outer surface. 

a hydrophilic material posited on the expandable outer surface; and 

a lipophilic balloon bioactive material posited on the expandable outer 

surface- 

25. (New). The coated medical device of claim 24, where the lipophilic balloon 
bioactive material comprises a bioactive selected from the group consisting of: an 
immunosuppressive agent and a compound that inhibits arterial smooth muscle 
cell proliferation. 

26. (New). The coated medical device of claim 24, where the balloon bioactive 
material comprises paclitaxel. 

27. (New). A method of manufacturing a coated medical device comprising: 



5 



800'd 6ZLZ^ 



SDIidO XNaiVd dnOHO >I000 



9(^20:(s»iiiii)NOUrafla«6K)60£K18:(K^ 

AHORNEY-CLIENT PRIVILEGED COMMUNICATION Bates et al. 

DRAFT for Discussion Purposes 10/618.977 

providing an inflatable balloon having inflated and deflated 

cxsnfigurations; 

inflating the inflatable balloon, the inflatable balloon comprising 
a balloon base material; 

depositing a hydrophilic layer on the balloon base material; and 
depositing a bioactive material on the hydrophilic layer. 

28. (New). The method of claim 27, where the bioactive material is lipophilic. 

29. (New). The method of claim 27. where the hydrophilic layer is deposited on 
the balloon base material while the inflatable balloon Is in the inflated 
configuration.: 

30. (New). The method of claim 27, where the bioactive material is deposited 
while the inflatable balloon is in the inflated configuration. 

31. (New). The method of claim 27, where the balloon base material comprises 
at least one of irradiated polyethylene, polyethylene terephthalate, polyurethane. 
polyamide, polyester, polyorthoester, polyanhydride, polyether sulfone, 
polycariDonate, polypropylene, high molecular weight polyethylene, 
poiytetrafluoroethylene, or another biocompatible polymeric material, or mixtures 
or copolymers of these: polylactic acid, polyglycolic acid or copolymers thereof, a 
polyanhydride, polycaprolactone, poiyhydroxybutyrate valerate or another 
biodegradable polymer, PEBAX, nylon or mixtures or copolymers of these. 
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